TEXASDEPARTMENT OF HEALTH
BUREAU OF RADIATION CONTROL
Application for Mammography Accreditation

TEXAS DEPARTMENT OF HEALTH

Complete all items of the application in accordance with Title 25 Texas Administrative Code (TAC)
§289.230(dd)(2). Please print or type. Failure to furnish the requested information/documentation may result in
a delay of the application review and/or disapproval of your application. Retain acopy of the application for your
files. Submit the appropriate fee(s) and the completed application to either address:

Postal service address: Overnight/express service or personal delivery address:
Texas Department of Health Texas Department of Health
Bureau of Radiation Control Bureau of Radiation Control-N127
Texas Mammography Accreditation Program Texas Mammography Accreditation Program
P.O. Box 149200 8407 Wall Street
Austin, Texas 78756-3189 Austin, Texas 78754

If there are any questions, contact the Mammography Accreditation Program at (512) 834-6688.

Section 1: General Information

Employer Identification Number (EIN):

Legal Name of Facility:
DBA(if applicable):

Mailing Address:(Street/City/State/Zip) Machine Use Location Address:(Street/City/State/Zip)
(If multiple use locations, use additional sheets)

Mammography Facility Phone Number: FAX #

Lead Interpreting Physician:

Telephone #: E-mail address:
Contact Person & Title:
Telephone #: E-mail address:

Section 2: TzBe of Action - Check all that aEElX

T New Accreditation T Renewal/Re-Instatement
Whoisyour current accreditation body? T N/A T ACR expiring on T Saed Texss
Current State Certification Number: Expiring:

Do you wish to have your Certification of Mammography Systems - -
expire the same month as your accreditation? I Yes 1 No

If you checked either N/A or State of Texas - skip to Section 4.
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Section 3: Mammography Accreditation History
If you checked ACR in Section 2 you must complete this Section.

Check one
1. Areyou requesting that the State of Texas be your accreditation body? T Yes T No
2. Providethe FDA Facility ID number assigned to the ACR accreditation:
Expiration date:
3. When wasthe facility’s current accreditation issued:
4. Wasthe accreditation ever denied? T Yes T No
5. Wasthe accreditation ever suspended or revoked? T Yes T No

6. If you checked yes to either question 4 or 5, you must provide awritten explanation. (Use additional sheets)
For question 4, you must provide the following:

a. Date(s) of failure(s);

b. Identity of the specific machine(s) that failed;

c. Details of the corrective action plan for the deficiencies, including required training for the
physician, technologist and/or machine/processor repair;

d. Information onwhether the machine(s) eventually passed thereview after correctiveactionswere
taken; and

e. Submit copies of the failure reports with this application.

For question 5, describe the circumstance that led to the suspension or revocation.

Section 4: Facilitx Practice and Procedure Information
1. Typeof Facility: check one T Hospital T Surgical Office
T Hospital Outpatient Center T Mobile (multiple locations)
T Clinic (specify type)

2. Tota number of machines: Mammography units:
Stereotactic Biopsy units:

3. Which of the following mammographic procedures does your facility perform? Check all that apply
T Screening T Diagnostic T Sdf-Referral

4. Average number of procedures performed per year at the facility:
—Screening — Diagnostic — Aggregate (Total)
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Section 5: Personnel Qualifications

List all personnel involved with the mammography facility. For each individual, fill out the appropriate
checklist and attach the required documentation to the form. Make copies of the forms as needed.

Interpreting Physician(s):

Name:

Radiologic Technologist(s) performing mammography:
Name:

Medical Physicist(s):
Name:
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Section 6: Mammography Equipment
Complete this section for each mammographic x-ray unit, except stereotactic units. The State of Texas
does not accredit stereotactic biopsy units at this time. Check all appropriate boxes. Include a copy of a
current medical physicist report for each machine. (Note - if there are any failures and/or deficiencies on
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of corrective actions.)

Mammographic Unit
T Located Onsite or T Mobile unit
1. Control Panel Manufacturer: Control Panel Model Name Control Panel Serial Number:
& Number:
2. Thismachineis used for: T Screening T Diagnostic T Magnification
3. Target(s) & Filter(s) available T Mo/Mo T Mo/Rh T RhRh
T WIAI T W/Mo T W/Rh
Focal Spot Size(s): Screening: Magnification:
4. Exposure Control: T Phototimed T Manud
5. Grid type used: T Reciprocating T Stationary
Grid Ratio: enter anumericratio — Grid frequency: enter anumber lines/cm or inch
6. Type of imaging system: T Screen/Film T Digita
Screen/Film Combination:  Screen: Film:
7. Anaysisof Phantom Image: Phantom manufacturer and model number:
Technique used for phantom: kVp. MAs_ or mA & time—
M ode used: T AEC T AOP T AutokVp T Othe—

Check all objects that are visualized on the phantom:

Fibers. T 1.56millimeters Specks: T 0.54 millimeters M asses: 2.00 millimeters

P P

|
1 1.12 millimeters T 0.40 millimeters T 1.00 millimeters
T 0.89 millimeters T 0.32millimeters T 0.75millimeters
T 0.75millimeters T 0.24 millimeters T 0.50 millimeters
T 0.54 millimeters T 0.16 millimeters T 0.25millimeters
T 0.40 millimeters
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Must see entire fiber to How many specksin last Must see rounded shape
count as awhole. group? to count asawhole.

Section 7: Processing EguiBment

Manufacturer: Dedicated Model Number: Serial Number: Location:
Mammography:

TYes T No
If you have more than one processor, please indicate which is the main processor or the back-up processor(s).

I's batch processing utilized? T Yes T No
If yes, submit film transport procedures {25 TAC §289.230(j)}

Section 8: Certification

| certify that all information submitted with this application is true and current to the best of my knowledge.

*Typed or printed name and title Date Signature

Typed or printed name of person who completed application Date Signature

*This should be the signature of the Administrator, President, Chief Executive Officer, Owner or Partner of the
facility.

Asthelead interpreting physician, | do hereby affirmthat | assumetheresponsibilitieslistedin 25 TAC §289.230
(K)(2)(A) in association with this application.

Typed or printed name of lead interpreting physician Date Signature
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This MQSA Information Release Authorization must be signed by the Administrator, President, CEO, Owner, or
Partner and the lead interpreting physician of the facility. Original signatures are required on thisform. Samps,
electronic signatures or photocopied signatures are unacceptable.

MQSA Information Release Authorization

Effective October 1, 1994, al mammography facilities must be certified by the Food and Drug Administration
(FDA), in accordance with the requirements of the Mammography Quality Standards Act (MQSA). The Texas
Department of Health (TDH) hasbeen designated by the FDA asone of the accreditation bodiesin Texasfor MQSA
because its current accreditation program meets the standards contained in the MQSA law.

In order that facilities participating in the Texas Mammography Accreditation Program can obtain the required
certification, the FDA will request the TDH to provide specific data about thesefacilities, unitsand personnel. The
information would be drawn from the Application for Mammography Accreditation and other supporting
documentation providedto TDH by thefacility during the accreditation or re-accreditation process. Please complete
the following authorization for release of information so that the necessary information may be forwarded to the
FDA.

Authorization for Release of Information

“ Astheresponsible parties of the mammaography facility listed below, andinrecognition of theneed for thisfacility
to be certified by the FDA, we hereby authorize the TDH to submit to the FDA any or all dataabout thisfacility that
was submitted as part of its mammography accreditation or reaccreditation application, the survey report and
findings made by the TDH, any other information about the facility that was submitted to the TDH or that the TDH
currently has in its possession, and any other information gathered by the TDH in pre- or post-accreditation site
visits by the TDH survey team.”

Facility name and address:

Signature of Administrator, President, CEO, Signature of lead interpreting physician
Owner, or Partner

Typed or printed name Typed or printed name

Executed on

Date

Page 6 of 10



Name:

BRC230AF-1

Checklist for Interpreting Physicians

You will need to make a copy of this form and use it for each interpreting physician at the facility. Please submit
the requested document for each qualification listed below. Attach the required documentation to each form. Do
not send copies of DEA numbers, Controlled Substance license, or a current ACR Section K.

1. Initial qualifications:

—_

Texas Board of Medical Examiner’s License - (copy of current license)

Date you started interpreting mammeograms or

qualifying date as established by MOSA inspector:

(Month, Day , Y ear)

1. Based on the date stated above, select the proper category and submit the requested documentation.

If you qualified prior to 04-28-1999, you must submit documentation of the following:

—_

—_

—_

ABR, AOBR or other certification body approved by FDA - (copy of certificate), or

Equivalent formal training, whichincludestwo monthsof documented full-timetraining ininterpretation
of mammograms, including instruction in radiation physics, radiation effects and radiation protection.
(Letter from the residency program director)

*40 hrsformal training in mammography (self-attestation or letter from residency program director)

*have read and interpreted 240 mammograms under the direct supervision of aqualified interpreting
physician within a 6 month period. (self-attestation or |letter from residency program director)
If you qualified prior to 10-01-1994, direct supervision was not applicable.

Note: for those physicians who were in practice prior to October 1, 1994, a self-attestation will be accepted
for those items with a * beside them. Self-attestations must state that these qualifications were met “prior
to 10-01-1994". For physicians who completed their training after October 1, 1994, documentation must
be submitted for all qualifications.

If vyou qualified after 04-28-1999, vou must submit documentation of the following:

—_

ABR, AOBR or other certification body approved by FDA - (copy of certificate), or

Equivalent forma training, which includes three months of documented full-time training in
interpretation of mammograms, includinginstructioninradiation physics, radiation effectsand radiation
protection. (letter from the residency program director)

60 hrsformal training in mammography ( letter from residency program director)

If you passed your board at the first available opportunity, you will need to submit documentation
that you have read and interpreted 240 mammograms under the direct supervision of a qualified
interpreting physician within a6 month period during the last 2 years of the residency program. (letter
from residency program director) or

If you did not take your board at the first available opportunity, you will need to submit

documentation that you read and interpreted 240 mammograms under direct supervision of aqualified
interpreting physician within the six month period prior to qualifying asan interpreting physician. (letter
from supervising physician)
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3. Continuing experience and education:
T haveread and interpreted mammograms for an average of 40 mammograms/month for 24 months (960 total)
(Documentation of numbers from the facility are required, self-attestations are not allowed)

T 15 continuing education units (CEUS) in mammography over a 3 year period (copies of mammography
certificates, do not send any other certificates) _ _
Checklist for Radiologic Technologist

Name:

You will need to make a copy of this form and use it for each technologist at the facility who will be performing
mammography. Please submit the requested document for each qualification listed below Fill out the form
completely and attach the requested documentation to each form.

1. Initial Qualifications:
T Medica Radiologic Technologist license - (copy of current license)

Date you started performing mammography or
qualifying date as established by MQSA inspector: (Month, Day, Year)

2. Based on the date stated above, select the proper category and submit the requested documentation.
If you qualified prior to 10-01-1994. you must submit documentation of the following:
T 20 hours of formal mammography training; (letter from training program; CME certificate;
documentation from in-house training program or self-attestation)
Or

T ARRT(M) - (copy of card) Date examination was taken:

If you qualified from 10-01-1994 to 10-01-1996. you must submit documentation of the following:
T 20 hours of formal mammography training; (letter from training program; CME certificate; or
documentation from in-house training program)
Or
T ARRT(M) - (copy of card) Date examination was taken:

If you qualified from 10-01-1996 to 08-10-1998, you must submit documentation of the following:

T 40 hours of formal mammography training; (letter from training program; CME certificate;
documentation from in-house training program)
Note: During this time frame the FDA required 40 hours of formal training, but under certain
circumstances accepted less. If you qualified with fewer hours, you must include a written statement
that attests fewer hours were accepted by the MQSA inspector . Copies of the qualifying
documentation must be submitted with the statement.

Or
T ARRT(M) - (copy of card) Date examination was taken:

If you qualified from 08-10-1998 to 04-28-1999, you must submit documentation of the followin:
T 40 hours of formal mammography training; (letter from training program; CME certificate;
documentation from in-house training program)

If you qualified after 04-28-1999 you must submit documentation of the following:
T 40 hours forma training in mammography; (letter from training program; CME certificate;

documentation from in-house training program)

—_

1 performed 25 mammograms under direct supervision
(letter from training program; documentation from in-house training program)
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3. Continuing experience and education:

1 15 CEUs in mammography over a 36 month period (copies of certificates)

Asof April 28, 1999 you must document the performance of 200 mammogramsover 24 months. Documentation of numbers
from facilitieswill be required; self-attestations are not accepted. (Inspectors will start reviewing records 04-28-2001.

Checklist for Medical Physicist

Name:

You will need to make a copy of this form and use it for each medical physicist at the facility who will be performing the
annual mammography system survey. Please submit the requested document for each qualification listed below. Fill out
the form completely and attach the requested documentation to each form.

1. T Texas Medical Physics Practice Act license - (copy of current license)

Qualifving date as established by MOQSA inspector:

(Month, Day, Year)

2. Select the proper category and submit the requested documentation.
If you qualified under the Initial Qualifications, you must submit documentation of the following:
Master’ s degree or higher in aphysical science - (copy of degree)
T 20 semester hoursin physics - (copy of college transcript or letter from college stating hours)
Note: If the degree is in physics, this documentation will not need to be submitted.
20 contact hours of specialized training in surveying mammography equipment
experience conducting surveys - one mammography facility & 10 mammography units

=)

=) =)

If you qualified under the Alternative Initial Qualifications, prior to April 28, 1999, you must submit the
following documentation:
Bachelor’ s degree or higher in a physical science - (copy of degree)
Note: training and experience must be met after fulfilling degree requirements.
10 semester hoursin physics - (copy of college transcript or letter from college stating hours)
Note: If the degree is in physics, this documentation will not need to be submitted.
40 contact hours of specialized training in surveying mammography equipment
experience conducting surveys - one mammography facility & 20 mammography units

=) =)

=) =)

3. Continuing experience and education:

—_

1 15 CEUsinover a 36 month period (copies of certificates)
Asof April 28, 1999 you must document the performance of surveys of atotal of two mammography facilities and six

mammography units over 24 months. Documentation of surveys will be required; self-attestations are not accepted.
(Inspectors will start reviewing records 04-28-2001.)
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TEXAS DEPARTMENT OF HEALTH

FEES FOR ACCREDITATION AND/OR CERTIFICATION
OF MAMMOGRAPHY FACILITY

Each new application for accreditation and/or certification of a mammography facility shall be accompanied by the
appropriate fees. In addition, each renewal accreditation application shall be accompanied by the appropriate fees. No
application will be accepted for filing or processed prior to payment of the full amount due. [25 TAC §289.230 (ee) and

§289.204 (h)]
T Thefee(s) for accreditation of your mammography facility will be one or more of the following:

T Accreditation for the first mammography unit $720.00

T Accreditation fee for each additional mammography unit
(Number of additional mammography unit(s) x $345.00)

ACCREDITATION TOTAL DUE $

T Thefeefor certification of your mammography facility will be:

T $422.00 per mammography unit

(number of mammography unit(s) x $422.00) $
CERTIFICATION TOTAL DUE $
TOTAL DUE WITH APPLICATION(S) $

Please complete this form and submit it with your application so that your request can be processed in a timely
manner. |f you haveany questionsregarding the payment of thesefees, you may contact the accounting office of the Bureau
of Radiation Control at (512) 834-6688.

Name of facility:
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http://www.tdh.state.tx.us/ech/rad/pages/brc.htm
An Equal Employment Opportunity Employer
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